A just adopted revision of
the Resolution for Procedure of certification of suitability to the
monographs of the PhEur
(AP-CSP (99) 4 superseeded by AP-CSP (07)1)
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No change in the content (neither in the scope nor in the process flow) but in the form and for
up-dating

AFREED (EFTERE. BRAEHARES) BREMCOSIEREHRFAENL.

The changes included in this revised text concern, beside editorial changes:

BRFEXFEUZIN, EHEUATES:

- Suppression of the documents attached in annex of the resolution: these
technical/administrative documents (content of the dossier, revision of ceps..) were
obsolete and exist now as separate up-dated documents (available on the web site)

- BUBRINAIME: XEFHR/EFEBEXGHERMBRTENR, CEPEH; THEE
e s AMEHR ( WEDOMMIE ),

- Up-date of the documents referred to (EU/EMEA/EDQM documents now listed in a
separate paragraph at the end of the document (paragraph 7)
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- Up-date on follow-up of CEPs (paragraph 6) in relation to the new policy for
revision/renewal.
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- Addition of a paragraph on suspension of CEPs
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